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FERROUS SOHA 50 my/oml

St (I).........1,0% ki/tt (10,0 mg/ml)
(dudi dang sét (lll) Hydroxide Polymaltose complex 34%)

SIRO/ KHONG PUGC TIEM

FERROUS SOHA 50 mo/5mi

St (I1).........1,0% kl/tt (10,0 mg/ml)
(dudi dang sat (IIl) Hydroxide Polymaltose complex 34%)

Hop 20 ong x5 ml

£o 50 san sudt: CONG TY 8 PHAN DUGEC PHAM SOHA VIMEX
Duiing N1 - Kiw cng nghiép Yen My 1), Thi trén Yen Mg,
Huyn Yén M, Tinh Hung Yén, Viet Nam,

SOT: 02217306996/E-mail: sohavimex@sot pcomyn

Thanhphdn:
11 (1) I, 1,0% kl/tt (10,0 mg/mi)
(dudi dang s&t (111) Hydroxide
Polymaltosecomplex 34%)
Chi dinh, cach dung, chéing chi djnh va
cac théng tin khac: xem trong ti hudng
dinsidyngthudc kém thec,
Tiéu chudn: TCCS
Bao quan: Noi kho réo, nhigt do dudi
30°C, tranh nhsang.
Péxatdmtaytréem.
Doc ki hutng din si dyng trudc khi
diing.

SDK/Visa No.:

L5X/Batch No

NSX/Mfg, Date

HOD/Exp. Date

SYRUP/ NO INJECTION

FERROUS SOHA 50 /5l

Iron (111).....1.0% w/v (10.0 mg/ml)
(as Iron (1ll) Hydroxide Polymaltose complex 34%)

Bax of 20 amy

Manufacturer: SOHA VIMEX PRARMACEUTICAL JOINTSTOCK COMPANY
N1Raad - Yen My | ndustrial Zane, Yen My Town, Yen My
District, Hung Yen Frovince, Vietnam,

Fhone: 0 b

Composition:

LTy T{1]) —— 1.0% w/v(10.0mg/ml)
(as Iron () Hydroxide Polymaltose
complex 34%)

Indications, administration, contrain-

dications and further information:
please refer to the package insert.

Specification: In-house

Storage: Store in a dry place at

below g

Keep outof reach of children.
Read the package insert carefully
beforeuse.




FERROUS SOHA 50 my/on

St (IN).........1,0% ki/tt (10,0 mg/ml)
(duai dang sat (Ill) Hydroxide Polymaltose complex 34%)

NHAN HOP

SIRO/ KHONG BUGCTIEM

FERROUS SOHA 50 mp/omi

S&t (1).........1,0% ki/tt (10,0 mg/ml)
(dudi dang st (Il1) Hydroxide Polymaltose complex 34%)

Hop 30 6ng x Sml

Co 50 540 xust: CONG TY 8 PHAN DUGC PHAM SOHA VIMEX
Buding N1 - Khu cong nghip Yén My Il Th trén Yen My,
Huyén Yén My, Tinh Hung Yén, Viet Nam.
iy : s

567: 022 &/

Thanh phén:

SAE(N.ccornninr 1,0%kl/tt (10,0 mg/ml)
(dudi dang sdat (1l) Hydroxide
Polymaltosecomplex 34%)

Chi dinh, cach diing, chéng chi dinh va
cac thiing tin khéc: xem trong tt hudng
dansudungthudckemtheo,

Tiéuchudn: TCCS

Béo quan: Noi kho réo, nhiét do dudi
30°C, trénh anh sang.

Déxatsmtaytréem.
Doc k¢ hudng dén si dyng trude khi
diing.

SDK/Visa No.:
L5X/Batch No
NSX/Mfq. Date
HD/Exp. Date

SYRUP/ NO INJECTION

FERROUS SOHA 50 my/oml

Iron (IM1).....1.0% w/v (10.0 mg/ml)
(as Iron (lll) Hydroxide Polymaltose complex 34%)

Box of 30 ampu

Manufaciurer: SOHA VIMEX PHARMACEUTICAL JOINT STOCK COMPANY
IN1Road - Yn My Hindustrial Zone, Yon My Town, Yen My
District, Hung Yen Frovince, Vietnam.

Phane: 022

Composition:
[T (L] e 1.0% w/v (10,0 mg/mi)
(as Iron (lll) Hydroxide Polymaltose
complex 34%)

Indications, administration, contrain-
dications and further information:
pleaseiefer tothe packageinsert,
Specification: In-house

Storage: Store in a dry place at
t ture below 30°C, avoidi

Keep out of reach of children.
Read the package insert carefully
beforeuse.
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FERROUS SOHA 50 my/onl

S&L(M)........1,0% klytt (10,0 mgy/mi)
{dui dang s&1 (1) Hydroxide Polymaltose complex 34%)

@,

CU PHAN

SBFA VIMEX

NHAN HOP

FERROUS SOHA 50 ng/oni

S&t (W).......7,0% kl/tt (10,0 mg/mi)
(duéi dang s&t () Hydroxide Polymaltose complex 34%)

Hop 01 chai 120 ml

Thanhphdn:

L= T[] IO—— 1,0% ki/tt (10,0 mg/mi)
(duoi dang sat (Il) Hydroxide Polymaltose
complex 34%)

Chi dinh, cich diing, chéngchi dinh v céc thing
tin khac: xem trong tb hudng ddn st dyng thudic
kémtheo.

Tiéuchudn; TCCS

Blo quén trude va saukhi md ndp

Noikho réo, nhigt do dudi 30°C, tranh anh sang.
Sdyng trong 30 ngay sau khimd ndp.
Péxatdmtaytréem.

Doc ki hudng dén sirdyng trude khidung.

SDK/VisaNo.:

LSX/Batch No
NSX/Mfg. Date
HD/Exp. Date

Co'sd san xust:
CONG TY ¢ PHAN DUGC PHAM SOHA VIMEX
Busng N1-Khu cong nghigp Yen M I, Thy tidn

Yén My, Huyén Yén My, Tinh Hung Yén, Vigt Nam.

SDT: 02217306996
E-mail: sohavimex(@schacogroup.com.vn

SYRUP
FERROUS SOHA 50 mn

Iron (1).....1.0% w/v (10.0 mg/mi)
{@s lron (I} Hydroxide Paly plex 34%)

Box of 01bottle x 120 ml

Composition:

LT (1) — 1.0% w/v (10.0mg/ml)
(as Iron (1) Hydroxide Polymaltose complex
34%)

Indications, administration, contrain-
dications and further Inf ion: please
refer tothepackage insert.
Spedﬂu'lbneln-hnuse

st hef, ing

Store In a dry place at ternperaﬂ.ue below
30°C, avoiding light.

Use within30 days after opening.
Keepomolreachufchﬂdren

Beadth TR
p u..,uu.“_.

Manufacturer:
SOHA VIMEX PHARMACEUTICAL JOINT STOCK COMPANY
N1 Road - YenMy Il industrial Zore, Yen My Town, Yen
Mv District, Hung Yen Province, Vietnam.

Phone: 02217106996

E-mail: sohavimex@schacogroup.com.vn
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Thanh phén:

SELN.rorrrrrncenn T, 0%/ £2(10,0 m/m)
(dudi dang st (lll) Hydroxide Polymaltose
complex 34%)

Chi dinh, cach diing, chiing chi dinh vi cac
thang tin khéc: xem trong t& hudng dén s
dyngthudic kémtheo.

Tiéuchudn: TCCS

Bao quan trudc va sau khi md ndp: Noi kho
rao, nhietdo dudi30°C, tranh dnhséng.
Péxatdmtaytréem.

Pocky hudng dén sirdyng trudc khiding,

Barcode

SIRO

FERROUS SOHA 50 mg/5ml

S&t (IN).........1,0% ki/tt (10,0 mg/ml)
(dudi dang sat (Ill) Hydroxide Polymaltose complex 34%)

Chai 120 ml

Cosdsanxudt:

CTCP DUGC PHAM SOHA VIMEX
Buding N1- Khu cong nghiép Yeén My Il, Thy trén Yén
My, Huyén Yén My, Tinh Hung Yén, Viét Nam.
SDT:02217306996

E-mail: sohavimex@sohacogroup.com.vn

SDK/Visa No.:

LSX/Batch No
HD/Exp. Date
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T& hwéng din siv dung

FERROUS SOHA 50 mg/5ml

uO PHAN
DUCC PHAM

SOHA VIMEX
(2

Fhing bdo ngay cho bdc sy hodc dugc sy nhirng phén teng c6 hai gdp phai khi st dung thubc

Dé xa tim tay tré em

Doc ki hwdng dén sie dung trude khi diing

Khong dwoc tiém
1. THANH PHAN CONG THUC THUOC
Thanh phén hoat chit:
SR s msssrrorensosnmssmrasmsnssssmmsmpensamsnneassbiivwRR o555 1,0% kl/tt (10,0 mg/ml)
(dudi dang sét (I11) Hydroxide Polymaltose complex 34%)

Thanh phan td dugc: Ethanol 96%, Methylparaben, Propylparabcn Sorbitol Solution
(Sorbitol 70%), Duong trdng, Strawberry flavour, Nudc tinh khiét.

2. DANG BAO CHE

Siro

M@ ta dang bao ché: Siro trong sudt, mau niu dén nau do, huong déu, vi ngot.
3. CHI PINH

Diéu tri thiéu sit tiém 4n (thleu sit khong thiéu mau) va thiéu méu do thiéu sit. Tinh trang
thiéu sit va muc do thiéu sdt phai dugc chén doan va xédc nhan bing cdc xét nghiém phu

hop.

4. CACH DUNG, LIEU DUNG

Ciach dung

Dung duong udng. Ubng trong hodc ngay sau bita an.

Thudc c6 thé duge trén voi nude ép trai cdy hoac rau qua hodc vai sira cdng thic. Su doi
mau nhe khong anh huéng dén mui vi hogc hiéu qua cua thude.

Lo 120 ml: dong bing cbc chia liéu kém theo.

Ong S ml: La dang don liéu, ding hét lwong thudc trong éng trong 1 lin st dung, dung
ngay sau khi mo.

Liéu ding

Liéu dung va thoi gian diéu tri phu thudc vao muc do thiéu sét. Liéu ding hang ngay c0
thé chia thanh nhiéu 1an hogc 1 lan.

117




f - ~dd-hemo;

T'jtorlg\truqng hop thiu méau do thiéu sét, cin diéu tri khoang 3-5 thang cho dén khi nong
Jobin trd lai binh thuong. Sau do, tlep tuc diéu tri véi liéu lucmg nhu cho trudng

“f B hop thiéu sat tiém &n nhim bd sung luong sét du trir. Didu tri thidu sit tiém an kéo dai

OL trong khbdng 1-2 thang. Ché pham khéng thich hop cho tré sinh non.

Liéu luong hang ngay tinh bang Liéu luong hang ngiy tinh bang ml
mg sit siro FERROUS SOHA 50 mg/5ml
Thiéu méau do | Thiéu sat tiém | Thiéu mau do g fx
G A gk Thiéu sat tiém an
thicu sat an thicu sat
Tré i inh
S 25-50 mg 15-25 mg 2,5-5 ml 1,5-2,5 ml
den 1 tudl
Trée em tir |
: 2. 0-100 25-5 -1 -
dén 12 tudi 5 mg 0 mg 5-10 ml 2,5-5ml
Tré em tir 12
tudi tr& lén 100-300 mg 50-100 mg 10-30 ml 5-10 ml
va nguoi lon

5. CHONG CHI PINH

- Quéd man hodc khong dung nap véi hoat chat hodc bt ky thanh phan ta duge no.

- Tinh trang thira sat (nhu trong chimg nhiém sic 16 sit, nhiém haemosiderin).

- R&i loan sir dung sét (nhu thiéu mau do nhi&m doc chi, thiéu méu nguyén hong cau,
bénh Thalassemia).

- Thiéu mau khéng do thiéu sét (nhu thiéu mau tan mau, thiéu mau hong céu khdng 16 do
thiéu vitamin Bi2).

6. CANHBAO VA THAN TRONG KHI DUNG THUOC

- Nén diéu tri thiéu méu dudi su giam sét y té.

- Cin xem lai viéc diéu trj néu két qua diéu tri (tang hemoglobin khoang 2-3 g/dl sau 3
tudn) khong dat dugc.

- (an than trong ¢ nhimg bénh nhan dugc Lluyc,n méu nhidu 1an, vi héng cau ciing cung
cdp sét, c6 thé din dén tinh trang qua tai sit.

- Su déi mau sim ctia phan ¢ thé xay ra trong qué trinh diéu tri bang FERROUS SOHA
50 mg/5ml, nhung diéu nay khong c6 y nghia lam sang.

- Nhiém triing hoc khéi u c6 the gay thiéu mau. Vi chi dugc sir dung sét duong udng sau
khi diéu tri bénh chinh nén can phai phan tich loi ich/nguy co.

Canh bao ta dwoe

2/7




Q. Han
/CONG T
CO PHAN

ougc PRARR

Thudc nay c¢6 chira 280 mg sorbitol trong 1 ml. Cin xem xét tac dung hidp ddng cia cac
jc c6 chira sorbitol (hay fructose) va khéu phan sorbitol (hay fructose) dung theo ché

Ttrude khi dung thude nay. Bénh nhan bj réi loan di truyén hiém gap nhu khoéng dung nap
fructose, kém hip thu glucose-galactose hozic thiéu hut enzym sucrase-isomaltase khong
nén dung thudc nay. Sucrose c6 thé lam hu rang. Néu dung véi liéu 30 ml/ngay (twong
duong 6 g sucrose), ham lugng nhu vdy cin duoc cén nhic déi voi bénh nhin bi dai théo
duong.

Thudc nay c6 chira 3,25 mg ethanol trong 1 mlL Thudc nay cé chita mot luong nho ethanol,
dudi 100 mg trong mbi 10 ml.

Thudc nay c6 chita Methylparaben, Propylparaben: c6 thé gdy cac phan tmg di tmg (c6 thé
Xay ra chdm).

7. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

o Phu nir co thai

Dir liéu l1dm sang tr phu nir ¢6 thai sir dung thudc cho thdy khong ¢6 tac dung khéng mong
muédn nao déi véi thai ky hodc strc khoe cia thai nhi hodc tré so sinh. Khéng c6 dir lidu tir
céc nghién ciru dich t€ hoc. Céc nghién ciru trén dong vat khong cho thdy bét ky doc tinh
trén sinh san ndo. Chi nén st dung thudc trong thoi ky cé thai sau khi tham khao y kién
béc si hoac duoc si.

e Phu nir cho con bu

Khoéng c6 bang chimg khang dinh st (IIT) Hydroxide Polymaltose complex c¢6 di vao sira
me hay khong. Stra me tu nhién chia sat lién két véi lactoferrin. Chi nén sir dung thude
trong thoi ky cho con bt sau khi tham khao y kién bac s hodc duge si.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY
MOC

Chua c6 bing chimg v& anh huong cua thude 1én kha nang lai xe, van hanh may méc. Tuy
nhién, thude khé c6 thé anh hudng dén kha ning 14i xe hodc van hanh may moée.

9. TUONG TAC, TUONG KY CUA THUOC

9.1. Twong tac cua thude

Twong tic thude

Tuong tac cha sit (II1) Hydroxide Polymaltose complex (IPC) voéi tetracyclin hodc vai
nh6ém hydroxyd da dugc nghién ciru trong ba nghién ciru trén nguoi (thiét ké chéo, 22 bénh
3/7



nhan trong mdi nghién ctru). Khong c6 su giam dang ké trong viéc hap thu tetracyclm
Nong do tetracyclin trong huyét tuong khong giam xudéng dudi ndng do we ché i thicu
iét dé kim khuén. Sy hép thu sat tir IPC khong bi giam bdi nhém hydroxyd va
lm. Do d6, IPC ciing c6 thé sir dung ddng thoi véi tetracyclin hodc cac hop chét

DUOG PHAM
SOHA VI Fv%c

twong tac véi sit (I11) Hydroxide Polymaltose complex.

Tuong tu, khong c¢é tuong tac cua sat (IIT) Hydroxide Polymaltose complex voi cac thanh
phédn dinh dudng nhu acid phytic, acid oxalic, tannin, natri alginat, cholin va mudi cholin,
vitamin A, vitamin D 3 va vitamin E, dAu d4u nanh va bot diu nanh da dugc ghi nhin trong
cac nghién ctru in vitro. Nhitng két qua nay chi ra ring sat (III) Hydroxide Polymaltose
complex c6 thé duoc udng trong hodc ngay sau khi an.

Xét nghiém Haemoccult® (chon loc dbi véi Hemoglobin (Hb)) dé phat hién mau an khong
bi anh hudng, vi vay khong can ngimg diéu tri sit.

Viée sir dung ddng thoi cac ché pham sat duorng tiém va thudc nay khong dugc chi dinh vi

su hdp thu cia ché pham st qua duong uong s& bi giam va chi nén str dung cac ché pham
sat qua duong tiém néu liéu phap duong uéng khong phu hop.

9.2. Twong ky ctia thude

Do khong c6 cac nghién ctru vé tinh tuong ky cua thu6c, khong tron 1an thude nay vdi céc
thude khéc.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Céc phan ung c6 hai cua thubc (ADR) dugc phén loai theo tAn suft xay ra: rat thuong gap
(ADR > 1/10), thuong gép (1;’100 < ADR < 1/10), it gip (1/1000 < ADR < 1/100), hiém
gap (1/10000 < ADR < 1/1000), rat hiém gap (< 1/10000), khong xac dinh (khong thé ude
tinh tir dit lidu san co.

Tinh an toan va kha nang dung nap cua sét (III) Hydroxide Polymaltose complex
dugc danh g1a trong mdt phén tich tong hop gdm 24 4n phim, béo céo nghién ctru 1am sang
voi tdng sb 1473 bénh nhén dung thuée. Cac phan tmg bat lgi chinh cue thudc duge bio
céo trong cac nghién clru ndy xay ra ¢ 4 nhom co quan (xem bén dudi).

Phén sﬁm mau 13 mét tic dung khong mong mudn duge biét dén khi bd sung st bang
duong udng, nhung khong ducrc coi 1a ¢6 y nghia 1am sang va thuong khong dugce bao céo.
Cac tac dung khong mong mudn thudong gip khac 1a rbi loan tiéu hoa (budn non, tao bon,
tiéu chay va dau bung).

Réi loan tiéu hoa
Rét phé bién: Phan sAm mau*.
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Thuong gép: Tiéu chay, budn non, dau bung (bao gdm: dau bung, khé tiéu, kho chiu ving
thuong vi, chudng bung), téo bon.

a va moé dwdi da
tra, phat ban (bao gdm: phat ban, phat ban dang dat, phat ban dang bong
ay day**, ban do**.

It gdp: dau diu.

Réi logn co, xwong va mé lién két

Hiém gép: co thét co (bao gom: co co khong tu ch, run), dau co.

* Phan sam mau dugc béo cdo véi tan suat ’[hép hon trong phéan tich téng hop, nhung day
14 tac dung khong mong muén dugc biét r6 lién quan dén ding thude duong udng. Vi vay,
phin sim mau dugc xép vao loai tdc dung khong mong muén c6 tin suat rat phd bien.
**Céc tic dung khong mong mudn xay ra tir cic bdo cdo tu phat sau khi dua thube ra thi
trudng, ty 1& mic wde tinh <1/491 bénh nhan (gi6i han trén ctia khoang tin ciy 95%).

11. QUA LIEU VA XU TRi

Qui liéu

Trong trudng hop qua lidu, it ¢6 kha ning xay ra ngd doc hoic tich tu sit do sat (I1I)
Hydroxide Polymaltose complex ¢ doc tinh thp (& chudt nhit hodc chudt cdng, liéu gay
chét 50% (LD 50 ) li > 2000 mg Fe/kg trong luong co thé) va do bao hoa hép thu sit du
kién kho c6 thé xay ra. Chua c6 trudng hop ndo bi ngd doc do vo y dén dén tir vong.

Xir tri

Trong trudng hop qua lidu, tich cuc theo doi dé ¢é bién phép xir tri kip thoi.

12. PAC TINH DUQC LUC HQC

Nhém dwge ly: Sét (I1), cac ché phdm udng.

Ma ATC: BO3ABO05

Co ché tac dung

Loi hydroxyd sat (ITI) da nhéan trong sit (III) Hydroxide Polymaltose complex (IPC) duoc
bao quanh bdi mét sb phén tir polymaltose khéng lién két cong héa tri, din dén téng trong
lrong phén tir trung binh khoang 50 kDa. Li sit da nhan ciia IPC ¢6 c4u tric tuong tu voi
ferritin — mot protein du trir st sinh ly. IPC la mot phirc hop 6n dinh va khong giai phong
mot luong 16m sét trong diéu kién sinh ly. Do kich thudce 1ém, mirc d6 khuéch tin qua mang
nhﬁy cua IPC thép hon khoang 40 lin so v6i hau hét cac mudi sat (IT) tan trong nude, co
mit trong dung dich nuéc dudi dang phirc hop sét (II) hexaaqua. Sat duge hap thu ¢ rudt

tir IPC thong qua co ché chu dong.
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Dueoe luce hoc
Sét duoc hap thu lién két véi transferrin va duge st dung dé tong hop Hemoglobin (Hb) &
g hodc du trit & gan, dudi dang lién két véi ferritin.

TINH DUQC PONG HQC

in ctru v6i sit (111) Hydroxide Polymaltose complex (IPC) dwoc danh déu phong

Xa.¢ hiy méi twong quan tét gitra sy hép thu sit va sy két hop ctia sit véi hemoglobin.
r hdp thu trong ddi clia sit phu thude vao mirc d thiéu st (tirc 1a thiéu sit cang nhiéu

thi kha nang hép thu sét cang cao). Nguoc lai voi mudi st (I), sinh kha dung clia sét (I11)

tir [PC khong bi giam bdi thirc an: trong mdt nghién ctru lam sang, sinh kha dung cua sét

(III) duoc ghi nhén ting dang ké khi st dung ciing véi thirc n; trong khi ba nghién ctru

khac cho thdy cé anh hudng tich cuc téi sinh kha dung, tuy nhién khéng ¢6 tac dung dang

ké vé mit 1am sang.

Phan bd

Chua c6 thong tin.

Chuyén hoa

Chua c6 thong tin.

Thai trir

Sat khong duoe hap thu sé dugc thai trir qua phan.

14. QUY CACH PONG GOI

Hop 01 chai 120 ml, chai thuy tinh loai III tron nau, nap PP/LDPE, kém 01 céc chia liéu,

kém 01 t& huéng din st dung.

Hop 20 6ng 5 ml, 6ng mang PVC/PE, kém 01 t& huéng dén sir dung.

Hop 30 dng 5 ml, ng mang PVC/PE, kém 01 t& huéng dén sir dung.

15. PIEU KIEN BAO QUAN

Hop 01 chai 120 ml: Trude va sau khi mo nz"ip: Bao quan noi khé rdo, nhiét do dudi 30°C,

tranh dnh séng.

Hgp 20 6ng 5 ml: Béo quan noi kho rao, nhiét d¢ dudi 30°C, tranh 4nh séng.

Hop 30 cf:ng 3 ml: Bao quan noi khé rao, nhiét d6 dudi 30°C, tranh &nh sang.

16. HAN DUNG

Hép 01 chai 120 ml: 30 thang ké tir ngay san xuét, 30 ngay sau khi mé nip lan diu. Xem

thong tin trén nhan hdp.

Hgp 20 ong 5 ml: 30 thang ké tir ngdy sén xut. Xem thong tin trén nhan hop.

Hp 30 6ng 5 ml: 30 thang ké tir ngay san xuit. Xem thong tin trén nhan hop.
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17. TIEU CHUAN CHAT LUQNG

iéu chudn chat lwong thuée: TCCS.
o> N, PIA CHI CUA CO SO SAN XUAT
TY CO PHAN DUQC PHAM SOHA VIMEX

7/ CONG TYpx
5| DUOC PR hi] Puong N1- Khu cong nghi¢p Yén My 11, Thi trdn Yén My, Huyén Yén

'.0901038

cO PHAN
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